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The Honorable Bavid A. Kessler, M.D.
Commispioner

Food snd Drug Adminigtration

5600 Flshers lane

Rockville, Maryland 20857

Dear Dr. Xessler:

The Food and Drug Administration recently published a
proposed rule on the Pregcription Drug Marketing Act of 1987 and
the amendments to this gtatute enacted in 1992 (59 Fed. Regq.
11842, March 14, 1994). That proposed rule covers certain
requiremants regarding the definition of wholesale druy
distributors and health eare entities.

There are sotie inatances where community blood centexs A
function as full-pervice blood centers, pruviding therapautic
apherasig, therapeutic phlebotomiea, and diagnostic blood teats
for HIV and Hepatitis, as well as providing care for hemophilia.
Where these full-pervice community blood centers are distxibutors
of blood productu, they have presumably complied with FDA
regulations by rogistering with their respective states as
wholesalers. -

Nevertheleps, in the FDA's recent Federal Ragister notice,
proposed sectlon 203.3(n) states that:

" & person cannot simultaneously be a ‘health care entity’
sand a retail pharmacy or wholesale distributor.™®

This suggests that €ull-gexvice blood centers that providg
legitimate health care, and that have registered with their
respective mtate as & wholesaler, would be prohihited from either
providing bleed compenents or plasma derivatives as part of their
nervice, or providing health cara or diagnostic mexvice. Thls

-+ mieo Asisnag Aifficulties for the ¢ommunity blood centers
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The Subcommigtee understands that the Agency included this
prohibition not to prevent community blood centers from operating
38 both & health care entity as well as a wholesaler, but rather
to sddress practices by certain physicians who were gbusing the
cxisting system. Specifically, both the Department of Justice
and the PDA had determined that thera were practitionerg
operating as health care entities that wexs purchasing drugs at a
discount and rewelling thom, rather than using them to treat
patients.

The Subcowmittee understands that che FDA intends to address
this issue in oxder to avoid disrupting tha supply of biologics
sold as prescription drugs to individuals such as hemophiliacs
and individuals with compromised autoimmune systems. The
Subcommittea will work with you to resolve this issue so that
important services are not disrupted.

Sincerel .

£°D. Dingell
Chairman i
Subcommittee oOn Lty
oOversight and Investigations

¢c: The Honorable Dan Schaefer



